99 HON 18:48 FAI 017f~«M 0586 



Brookes & Martin 



Europ&lftches Patentamt 
European Patent Office 
Office europten des brevets 



pubtation number: 



0117^32 

A2 



@ Application number: *43M«ai.a 



EUROPEAN PATENT APPLICATION 

@> mlcl'-.AML 15/06 



^ Monty: 06461405 



ft OatBOipubncattenofappncatioit: 



05.0934 



ft 0es ^Cont«H ng 8«es *TBECHD B Hi e »ir 
^ UtUNLSE 



Inventor. B»«etar, Und»*n™j«> 



sssssssswsssKi 



^ affh»di**« oom P tete4 

N 
CO 
«9 




Si 



ACTOftUM AS 



BEST AVAILABLE COPY 



28/06 99 MON 18:48 FAI OItWu 0586 Brookes & Martin 1 K3047 



0117632 



ADflESIVE F™» DBESSIMG 
PIELP OP ™E IHVEHTIOH 

5 This invention relates to dressings for medical and 
surgical applications and, more particularly, to thin, 
transparent, adhesive film dressings which are connnonly 
used as wound coverings and to secure IV. catheter*. 

10 BAGRGROOPP OF THE UlVUHTIOn 

Thin, transparent polymeric film adhesive dressings are 
widely used in medical and surgical practice for a variety 
of applications and are offered to the profession in a 

IS variety of sizes and shapes. In IV «athefee=i«ation 
■ procedures, fill* dressings about 2 to 4 inches square are 
useful to stabilise the catheter and prevent movement . 
which could cause infiltration of bacteria or phlebitis. 
m he transparency of the dressing permits constant visual rr 

20 sation of the catheterization site and the dressing . 

provides a barrier against bacterial invasion,- helping to 
reduce the risk of infection. Such f ilms are generally 
moisture-vapor permeable to pen.it the covered skin to 
breathe and reduce the possibility of maceration. 



25 
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F il=, dressings are also useful in the. prevention and care 
of skin ulcers. Before skin breakdown, • film dressings 
provide physical protection by shielding the onf lamrne* 
area from irritating fluids and bacteria. Per superfxeial 
ulcers, film dressings maintain hydration o£ the wound 
surface providing an optimal environment for epidermal 
healing, while acting as a barrier to fluids and bacterial 
contaminants. For deeper ulcers, after appropriate 
therapy has eliminated infection and a healthy granulation 
bed h.as been established, the film dressings help naintaxn 
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an optimal healing environment while protecting against 
contamination and permitting visualization of the wound 
site without dressing change. The filns for use as ulcer 
dressings are typically from about 4 inches square to 
5 about 8 by 10 inches in size. 

Larger sized filn dressings from 12 by 20 inches or 
greater are useful as surgical, incise drapes* The film is 
. placed over the area to be incised and the incision is 
10 made through the transparent film* The use of an incise 

drape provides a sterile field immediately surrounding the 
operative site. 

Shin, transparent* adhesive polymeric films for surgical 
15 applications are fabricated from polyure thanes such as 

Goodrich E STAKE polyure thane, elastomeric polymeric esters 

such as DuPont HXT3EL- polyester elastomer, and bleeds of 
• poly tire thane and polyester elastomers. Polyurethane and 

elastomeric polyester films which are moisture > vapor 
20 permeable and sufficiently elastic to conform to various 

body contours are particularly preferred for use in • 

surgical applications- 

The films are coated on one surf ace with a medical grade, 
25 pressure-sensitive adhesive using standard coating 

techniques* The adhesive is protected with a covering of 
a release paper or other backing material which can be 
readily removed at the time of use. 

30 Releasable backing materials include films of polyethy- 
lene, polypropylene and fluoro carbons and papers coated 
with these materials or with silicone release agents. 
Examples of silicone-coated release papers are POI.YSLIK 
Supplied by fl. P. Smith Co., and offered in various 

35 formulations to control the degree oC adhesion of the 
paper to the adhesive surface. 
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Because of the thinness and flexibility of . the polymeric 
filar the material is difficult to handle once the 
• protective covering is removed from the adhesive, surface, 
especially in the larger sizes. . If the dressing folds so 
5 that the adhesive surfaces 'contact each other, it is 

difficult to separate and the dressing usually has to be 
discarded* In addition, the dressing is initially sterile 
for medical applications and touching the adhesive surface 
" creates contamination sites under the dressing unless • 
10 aseptic precautions are * followed* 

The prior art has proposed various methods for handling •. 
. polymeric film dressings, 'for example* the nonadhesive 
surface of the file may be covered by an adherent liner 
15 which is die cut to form an inner portion in combination 
with a surrounding border portion as .described in European 
patent Application ai-304,905.3. When the adhesive 
release' paper and the inner portion of the surf ace liner 
are removed, the border portion of the surface liner 
20 supports the film while it is being positioned on the 

patient, after which the border portion is removed. While 
such a construction offers the advantage of being able, to 
position the dressing properly, it has other disadvantages 
such as the dressing cannot be applied under, tension if 
25 required because of the restraining effects of the border, 
paper. Additionally, removing the border paper- from the 
film can cause the dressing to lift from the skin surface , 
in which case the user may touch the adhesive surface, of 
the dressing during the final stages of application. 

30 

.It is accordingly an object of the present invention to 
provide a thin, transparent film dressing having improved 
handling properties. It is a further object to provide a 
film dressing having a protective covering of the adhesive 
35 surface in a novel configuration* which permits the film to 
be readily applied to the patient* rt is a yet further 
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object of the present invention to provide an adhesive 
film dressing which can be applied to a patient without 
touching the adhesive surface of the fila. These a^d 
other objects of the present invention will be apparent 
5 from the ensuing description and clains. 

SQHMAKT OF THE 3HVBBTIOK 

A thin, polymeric film adhesive dressing is provided with 

10 the adhesive surface covered by a release paper having a 

central portion and two end portions. Bach end portion 

has an edge flap adjacent the center portion folded back 

away from the adhesive surface to provide a ntans for 

readily gripping the release paper to remove it from the 

15 . adhesive surface of the film. The center portion of the 

release paper has at least one edge flap adjacent an end 

portion extending over the end portion .or folded back away 

from the adhesive surface of the film. 

- *■ ■ . . « 

20 The film dressing is applied hy first reaoving the center 
portion of the release paper and positioning the exposed 
center portion of the dressing over the application site 
while gripping the dressing by the two end portions • Bach 
end portion of the release paper typically covers approxi- 

25 stately 10 to 30 percent of the adhesive surface. The 

support provided by the end portions aids in preventing * 
. the dressing from folding in upon itself when the center 
portion of the release paper is removed* The dressing nay 
be stretched if desired and readily positioned over the 

30 application site while being gripped by the end portions - 
Once the center portion is adhesively secured to the 
patient, the release papers are sequentially removed from 
the end portions while securing the end portions of the 
dressing. 
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DSS . CRIPTIOH OP DRAWINGS 

FIGURE 1 is a view in perspective of a film dressing 
according to the present invention. 

FIGURE 2 is a view in perspective of the film dressing' of 
FIGURE 1 with the release paper removed froa the center 
portion of the film* 

10 FIGURE 3 is a view in perspective of the film dressing of 
FIGURE 2 with the release paper from one end portion being 
removed after the center and other end portions have been. 
. secured to the patient* 

15 FIGURE 4 is a side edge view of one embodiment, of a f ilia 
dressing according to the present invention* 

FIGURE 5 is a side edge view . of a second embodiment of a 
film dressing according fco the present: invention, 

20 

FIGURE £ is a. side edge view of a third, embodiment of a 
filn dressing according to the present invention, 

FIGURE 7 is a side edge view of a fourth embodiment of a 
25 film dressing according to the present invention. 

DETAILED DESCRIPTION OF THE H7VBKT10N 

The thin film dressings of the present invention comprise 
30 a polymeric film coated on one surface with a pressure 
sensitive adhesive f and a removable protective material 
such as release paper covering the adhesive surface of the 
film. 

35 Referring now to FIGURE 1, there is illustrated in per- 
spective from the adhesive side of the film one embodiment 
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of a dressing according to the present invention. As 

3dheSXVe 11 008 thereof, ana the adhesive ia 

covered by release paper 12 in three portion indicated a, 

C ' Portion A ^tends froa one end of th e f Iln 
and covers approximately 25 percent 'of the fil* area 
Edge flap 13 of portion A is folded back fro* the adnesive 
surface and provides a means for gripping the release 
paper at the tine of its removal. 

At the opposite end of the fila, release paper portion B 
covers approximately 25 percent of the filrx area and ha* 
edge flap 14 folded bade from the adhesive surface 
intermediate to release paper portions A and B is central 
15 portion c which cover* the approximately SO percent 
remaining surface area, of the filn and is provided at 
either end with edge flaps 15 and 16 not adhered to the 
adhesive surface of the filn. • 

20 Release paper C. is renoved from the central portion of the 
film dressing by grasping either edge flap 15 or IS and 
removing the paper while holding the dressing by the 
adjacent end portion A or B respectively, once the center 
release paper has .been removed and discarded, the dressing 
25 is gripped in two hands over portions A and s as illus- 
trated .in FIGURE 2. m this position/ the dressing nay be 
stretched if desired, and placed in position on the 
patient while viewing the placement site through the 
transparent center portion of the dressing. 

Once the center portion of the dressing has been secured, 
the release paper of each end portion is removed in turn 
by grasping end flaps 13 and 14 and withdrawing the 
release paper while pressing downward on the film to 
secure the adhesive attachment of the end portion to the 
patient as illustrated in FIGURE 3. 
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Adhesive film dressings of the present: invention are 
easily handled, readily positioned on the patient in a 
taut, wrinkle free condition. Moreover, the dressing's may 
be applied without touching or contaminating the adhesive 
5 surface of the film- 
Various embodiments of the dressings of the present 
invention are illustrated in FIGURES 4, 5 r 6 and 7* in 
FIGURE 4, the dressing which corresponds to that of FIGURE 
1 is characterized by the center release paper portion 
having two edge tiaps 15 and 16 adjacent the end portions 
A and B respectively/ In this configuration, center 
portion C may be removed beginning from either end* ' 

15 In FIGURE 5, the release- paper center portion C is pro- 
vided with a single edge flap IS adjacent end portion B. 
In this configuration,, center portion c is readily 
removable only beginning from end B* in FIGURES 4 and 5, 
the edge flaps of all release paper portions are -folded- 
well hade from the adhesive surface at an acute angle to 
permit the edge flaps to be readily grasped to remove the 
release paper. 



In FIGURE 6* the release paper of center portion C is 
provided with a single edge flap 16 which overlies edge 
flap 13 of portion A, but extends slightly beyond edge 
flap 13 to permit edge flap 17 to be individually grasped 
when the center portion of the release paper is to be 
renb ved • 



In FIGURE 7 r edge flaps" 13 and 14 of the end portions of 
the release paper are folded back substantially 180* and 
the release paper of center portion C overlies and extends 
slightly beyond edge flaps 13 and 14- The advantage of 
35 the dressing configuration illustrated in Figure 7 is that 
the release papers lie flat against the adhesive surface 
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of the dressing, and the resulting dressing is easier- to 
package and the packages are less bulky. 

In a preferred embodiment of the present invention, end 
5 portion release papers A and B require a slightly greater 
pull off force than the release papers of center 
section C. The pull off fore© of the paper for any given 
adhesive surface is determined fay the composition of the. 
silicone coating on the release paper and various papers 

10 having greater or lesser release levels are commercially 

available, in the case of the present invention, the pull 
off value of the center portion release paper is prefer- 
ahly fron about 0.4-0.7 ounces per inch (4.5-7.8 grams per 
centimeter) while the pull of!f value of the end portion 

15 end portion release paper is preferably from about 0.3-1.1 
ounces per inch (8.5-12.2 grains per centimeter) . 

OHe pull off values are determined according to ASTK t>- 
3330-76 by removing the release paper from a one inch 

20 (2.54 centimeter) wide strip of adhesive film at a rate of 
12 inches per minute (30.5 centimeters per minute) in an 
instrument such as an Xnstron Tensile Tester wherein the 
film and release paper/ are gripped in opposing jawo r and 
the restraining force measured while the jaws are 

25 separated at a constant rate. 

The advantage of having higher pull off values for the end 
portions of the release papers is particularly significant 
in connection with the larger sized films due to the film 

30 placement technique as illustrated in Figure 3. Once the 
center portion of the film has been applied, the end por- 
tions are secured by pulling off the release paper while 
pressing downward on the film. The higher pull off forces 
provide better control in securing the end portions of the 

35 film" and also inpart tension to the film to prevent 

wrinkles. Since the release paper in the center portion 
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CgAIttS 

1. In a thin film surgical dressing comprising a thin 
polyneric film having one surface coated with, a. pressure 
5 sensitive adhesive, the inproveoent comprising covering 

the adhesive coated surface with three sections of backing 
material adapted to be removed £com the dressing at the 
tine of application, said sections of backing material, 
comprising a center portion and two end portions, each of 

10 said end portions of said backing material having an edge 
flap adjacent the center portion folded back Irm the 
adhesive surface of said dressing r and the center portion 
having at least one edge flap adjacent an end portion 
positioned away from the adhesive surface of said dressing 

15 whereby said center portion of said backing material is 

readily removable before application of said dressing to a 
patient, and said end portions of said backing material 
are readily removable after the center portion of said 
dressing has been adhesively secured to said patient. 

20 - 1 - • - 

2* A dressing of claim 1 wherein said backing material 
Comprises a silicone coated release paper.. 

3, & dressing of claitf 1 wherein said backing material 
* 25 comprises a polyethylene film- 

Am A dressing of any one of claims 1 to 3 wherein said end 
portions of said backing material cover up to one third of 
said dressing surf ace ertf. said center portion covers at least 
one third of said dressing surface. 

5. A dressing of clatoa 4 wherein said center portion 
comprises approximately one half the area of said dressing 
surface. 
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ZZ ri-~e-*ea ^ *- said 

5 ? * f^TLd portions are folded back away 

or each of »ald end^ ^ d center portion 

« said ^esi^^-^- Qided 0dge flaps . 

overlaps at least one of said herein 

» ^Twi«aiiuE of any one of claims j. - 
8 . A dr*ssin8 ox ■* packing material 

--'1^ ^ 

^r-polrur.^ having . of *™ . » 
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to 75 mibrometres. 

• A ***** of any one of claim. 1 to • 
contained in a rterile package. 
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